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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Request for Continued Examination 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on March 31, 2008, and the amendment filed 
January 31, 2008, that includes a response to the final office action dated October 31, 2007, have 
been entered. Claims 1-24, 26-28 and 30-45 are pending in the application. Claims 21-23 have 
been amended. No claims were cancelled, or newly added. Claims 1-20, 40, and 41 remain 
withdrawn from further consideration, with traverse. A complete reply to the final rejection must 
include cancellation of nonelected claims or other appropriate action (37 CFR 1.144) See MPEP 
§ 821.01. 

Claims 21-24, 26-28, 30-39 and 42-45 are under current examination. 

Response to Claim Objections 
Claim 31 was newly objected to in the office action dated October 31, 2007 for minor 
informalities. In view of Applicants' amendment of the claim, obviating the ground for 
objection, the objection is hereby withdrawn. 



New Claim Objections 
Claims 21-23 are newly objected to for claiming nucleotide sequences considered 
essential subject matter by reference to nucleotides 57444 to 62927 of GenBank Accession No. 
AF 226688. Such is improper and not in compliance with sequence rules 37 CFR 1.821-1.825; 
and further not in compliance with 37 CFR 1.57. Applicants should note that in the absence of 
SEQ ID NOS for 10 or more nucleotides, the search of sequences by the USPTO is precluded. 
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In the instant case, nucleotides 57444 to 62927 of GenBank Accession No. AF 226688 appear to 
correspond to nucleotides 1 to 5484 of SEQ ID NO: 23. Appropriate correction is required. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Applicants' claim amendments have necessitated the following new grounds of rejection. 

Claim 21-23 are newly rejected under 35 U.S.C. §112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter that was 
not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art (hereafter the Artisan), that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 37 CFR §1.1 18 (a) states that "No amendment shall 



introduce new matter into the disclosure of an application after the filing date of the application".) , ' 



approximately 5500 base pair sequence comprising nucleotides 57444 to 62927 of GenBank 



Accession No. AF 226688; (3) a firbroin H chain gene promoter expressed in Bombyx mori silk 
glands". The instant specification is devoid of any such description for the claimed limitation, as 
the specification fails to disclose the approximately 5500 bp sequence in tandem with a fibroin 
gene promoter (i.e. resulting in an overlapping, partially duplicated fibroin H chain gene 
promoter). Applicants state that support for the amendment can be found in Examples 18 and 19, 
and on pp. 54-57 of the specification. However, the specification fails to provide support for a 
partially duplicated promoter region and only discloses an expression comparison between a 
gene cassette containing the 5.5 kb fibroin H chain 5' terminal region and a cassette containing 
the fibroin H chain 5' terminal promoter region. 

The specification, while disclosing SEQ ID NO: 23, that encompasses nucleotides 57444 
to 62927 of GenBank Accession No. AF 226688, fails to disclose the partial duplication of the 



New Claim Rejections - 35 USC§112- New Matter 



Claims 21-23 recite the limitation of the following elements in order: "(2) an 



Comment [al]: For RCE practice, we 
do not make the RCE Final if new 
rejections are added, particularly new 
matter rejections. Look at it this way, if 
they had filed this as an after-final you 
would not have entered it and so the RCE 
gives them the opportunity for additional 
consideration. 
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fibroin H chain gene promoter or its corresponding expression in a single gene cassette. Thus, 
the disclosure of the specification is not synonymous with the limitation of the instant claim. 

Hence, at the time the application was filed, an Artisan of skill would not recognize from 
the disclosure that Applicant was in possession of a gene cassette comprising a partially 
duplicated and overlapping fibroin H chain gene promoter, as claimed. 

This is a new matter rejection. 



Response to Claim Rejections - 35 U.S.C. § 103 

Claims 21-24, 26-28, 30-39 and 42-45 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Liu et al., US 2002/013721 1 in view of Zhao et al. (Acta Biochimica et 
Biophysica Sinica 33(1): 112-116, Jan. 2001); Zhang et al. (Acta Biochimica et Biophysica 
Sinica 31(2): 1 19-123, 1999) and GenBank Acc. No. AF226688. The rejection set forth on pp. 4- 
8 of the previous office action dated October 31, 2007 is maintained for claims 21-24, 26-28, 30- 
39 and 42-45, for the reasons of record. 

Applicants do not agree and argue that claims 21-23 have been amended to additionally 
recite, in part, (2) an approximately 5500 base pair sequence comprising nucleotides 57444 to 
62927 of GenBank Accession No. AF 226688, and that none of the cited references disclose or 
fairly suggest this unique feature, and the claimed gene cassette is limited to only that which 
provides a high expression of an exogenous protein. Further arguing that a gene cassette after the 
amendment, i.e., HUP- IC-HA which contains an approximately 5500 base pair sequence 
comprising nucleotides 57444 to 62927 of GenBank Accession No. AF 226688, and a gene 
cassette before the amendment, i.e., HP-IC-HA which does not contain an approximately 5500 
base pair sequence comprising approximately nucleotides 57444 to 62927 of GenBank 
Accession No. AF 226688" were compared in Example 18, showing that HUP- IC-HA is clearly 
superior in comparison with a gene cassette before the amendment, i.e., "HP-IC-HA" which does 
not contain an approximately 5500 base pair sequence comprising approximately nucleotides 
57444 to 62927 of GenBank Accession No. AF 226688. Applicants' arguments have been fully 
considered, but are not found persuasive. 
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Applicants' analysis and conclusions are clearly in error, because nucleotides 57444 to 
62927 of GenBank Accession No. AF 226688 corresponds to nucleotides 1 to 5484 of SEQ ID 
NO: 23, previously examined in rejected claim 26. Applicants' arguments are based on the false 
assumption that prior to the instant claim amendments, the examination of the claimed fibroin H 
chain gene promoter was somehow limited to the HP-IC-HA segment of the promoter. However, 
such is clearly not the case. As previously indicated on the record, Zhao discloses a transgenic 
silkworm with a genome comprising a "gene cassette" embraced by the instant claims. The gene 
cassette comprises, in order, the 5' end of the endogenous fibroin H-chain gene, including the 
promoter. The structural organization and sequence of the Bombyx mori fibroin heavy chain gene 
and its promoter was known in the prior art as GenBank Accession No. AF 226688, and there is 
no reason for a person of ordinary skill in the art to utilize a minimal promoter region with low 
expression activity as part of a gene cassette to express a gene of interest in the silk gland. A 
person of ordinary skill in the art having utilized the promoter sequences as set forth in SEQ ID 
NO: 23 in a gene cassette would necessarily include nucleotides 57444 to 62927 of GenBank 
Accession No. AF 226688. 

Thus, the rejection of claims 21-24, 26-28, 30-39 and 42-45 is maintained, for reasons of 
record, and the foregoing commentary. 

Conclusion 

Claims 21-24, 26-28, 30-39 and 42-45 are not allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to FEREYDOUN G. SAJJADI whose telephone number is 
(571)272-331 1 . The examiner can normally be reached on 6:30 AM-3:30 PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Fereydoun G Sajjadi/ 

Fereydoun G. Sajjadi, Ph.D. 
Examiner, Art Unit 1633 



